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REMARKS 

Reconsideration and withdrawal of the rejection of the claims of the above-identified 
application is respectfully requested. 

Claims 1-15 having been cancelled and claim 16 having been amended, the claims 
pending in the above-identified application are claims 16-26. 

Claims 1-15 have been cancelled solely to advance the prosecution of the application, and 
without disclaimer or prejudice to their further prosecution in an appropriately filed continuing 
application. 

The amendment to claim 16 to recite that the carbohydrate fraction comprises an 
effective uptake-enhancing amount of a monosaccharide and/or a dissacharide is supported 
throughout the specification, e.g., at pages 22-28, particularly at page 22, lines 24-29 and page 
23, lines 13-24 and by originally-filed claim 1 1. No new matter is added by this amendment. 

The cancellation of claims 1-15 moots the Examiner's rejection of claims 1-5 and 8-1 1 
and anticipated by Schmidl (U.S. Pat. No. 5,438,042). 

At pages 3-7 of the Office Action, the Examiner rejected claims 1-26 as obvious over 
Skubitz et al. (U.S. Pat. No. 5,438,075)("Skubitz"). Insofar as this rejection may be applied to 
any of amended claims 16-26, it is respectfully traversed. 

The Examiner applies Skubitz to claims 16-26 at pages 6-7 of the Office Action. The 
Examiner concedes that the Skubitz composition is an aqueous suspension and not in a dry form. 
While the Examiner states that Skubitz does not disclose "the exact ratio by weight percent 
carbohydrate to L-glutamine," the ratio can be calculated by adding up the amounts of 
carbohydrates in the "final suspension" disclosed at Col. 5, lines 9-16. Not counting glycerin, 
this calculation yields 50 wt-% L-glutamine and 32.8 wt-% carbohydrate (sucrose and sorbitol). 
Thus, glutamine is disclosed to be present in a 52% excess over carbohydrate, while claim 16 
recites that carbohydrate is present in at least a 100% w/w excess over the glutamine. 

At page 7 of the Office Action, the Examiner states that "it should be noted that the 
Skubitz et al. composition must have been prepared in solid form before water was added to 
form the suspension." However, this is not the case. The Examiner is urged to review Col. 5, 
lines 3-9 of Skubitz where it is disclosed: 
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The suspension of glutamine was prepared by mixing 50 grams of L-glutamine 
(supplied as a crystalline powder by Ajinomoto USA, Inc., Raleigh, N.C.), with 4 
parts of ORA-Sweet (Paddock Laboratories, Minneapolis, Minn.), 2 parts ORA- 
Plus (Paddock), and 2 parts water to yield a suspension of 500 mg/ml L- 
glutamine. The final suspension contained 500 mg/ml glutamine, 30% sucrose, 
2.5% glycerin, 2.8% sorbitol, 0.04% citric acid, 0.36% NaP04, 0.16% cellulose 
and carboxymethylcellulose, 0.04% carrageenan, and 0.04% xanthum gum. 

The Examiner is requested to consider the enclosed homepage for Nolte GmbH, the 
European distributor for Ora-Plus® and Ora-Sweet® (updated Sept. 4, 2003). The product Ora- 
Sweet® is an aqueous "syrup vehicle," described as a clear liquid, that contains water, sucrose 
and sorbitol. Ora-Plus® is described as a "translucent, milky white, thioxotropic liquid." Thus, 
it is clear that Skubitz et al. prepared their aqueous suspension by combining water with these 
two other liquid vehicles and glutamine to form their liquid suspension. 

Finally, the Examiner states that it would have been obvious to one of ordinary skill in 
the art to have used "any form of the composition that contains different ratios of the same 
ingredients used by Skubitz et al., depending on need such as the severity of the disease or 
condition and the age or weight of the patient." 

However, the Examiner is urged to consider that, while these factors might cause the art 
worker to vary the dose of the Skubitz composition given to a particular patient, there is 
absolutely nothing in Skubitz that would motivate the art worker to both alter the weight ratio of 
carbohydrate to glutamine taught by Skubitz, mid to prepare a dry composition based on this 
altered ratio. Any such motivation would be supplied by knowledge of Applicant's discovery 
that carbohydrates enhance delivery of glutamine to tissues, and Applicant's discovery is not 
available as prior art citable against the claims. Therefore, withdrawal of this rejection is 
appropriate and is respectfully requested. 

Applicant respectfully submits that the claims are in condition for allowance, and 
notification to that effect is earnestly requested. The Examiner is invited to telephone 
Applicant's attorney at (612) 373-6903 to facilitate prosecution of this application. 
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If necessary, please charge any additional fees or credit overpayment to Deposit Account 
No. 19-0743. 



Respectfully submitted, 

ROBERT G. PETIT, II, PH.D. ET AL. 

By their Representatives, 

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. 
P.O. Box 2938 
Minneapolis, MN 55402 
(612) 373-6903 

Date H 4 5^^ By 

Warren D. Woessner 
Reg. No. 30,440 



CERTIFICATE UNDER 37 CFR 1 .8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal 
Service with sufficient postage as first class mail, in an envelope addressed to: MS Amendment, Commissioner of Patents, P.O. Box 1450, 
Alexandria, VA 22313*1450, on this 15 th day of April. 2005 . 



PATRICIA A. HULTMAN 
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European distributor for 




Ora-plus, Ora-sweet, 
and Suspendol-S 



Nolte GmbH 
Schurfweg 29 
D-49477 Ibbenbiiren 



Germany 

Tel.: 0049-5451-899577 
Fax: 0049-5451-899579 
e-mail: noJte-gmbh@osiianet.de 
VAT-number: DE81 2451 747 



Update 21.09.04 



http://www.ora-europe.de/index.htm 



2/22/2005 



Ora Sweet 



Page 2 of 3 




PADDOCK COMPOUNDI 



Ora-Sweet® 

Symp Vehicle 

Ora-Sweet is a syrup vehicle used to simp 
the process of flavoring and sweetening 
extemporaneously compounded oral 
preparations. Ora-Sweet allows the 
pharmacist to formulate elegant, sweeten 
products with minimum time and maximi 
dependability. Ora-Sweet is the modern 
version of simple syrup flavored with a cil 
berry blend for a highly palatable taste. 



Look to Paddock for All of Your 
Compounding Needs 



Applications 

Ora-Sweet may be used alone or In combination with other 
agente. Ora-Sweet will retain its flavoring properties when 
diluted up to 50% with water or suspending agents. Its 
versatility makes it ideal for the flavoring ofi 

• Pediatric preparations 

• Geriatric preparations 

How to Use 

Ora-Sweet is the ideal flavoring and sweetening agent for 
many suspensions, but it is specially formulated to 
compliment Paddock's suspending vehicle Ora-Pius. Ora- 
Swect and Ora-Pius can be combined in a 50050 ratio to 
produce a tasty, elegant suspension 

Properties 

Ora-Sweet contains sucrose which acts as a sweetening 
agent Small amounts of glycerin and sorbitol am added to 
prevent "cap lock" problems common to most syrups, Its 
flavoring agents help increase paJatability. Ora-Sweet is 
buffered to a slightly acidic pM to help diminish degradation 
of medicinal agents through oxidatioit 



Ingredients 

Purified water, sucrose, glycerin* sorbitol (5%), flavoring 
Buffering agents: Sodium phosphate and citric acid 
Preservatives: Potassium sorbate and methyiparab* 

Specifications 

Appearance: Clear liquid with a slight tint 
pH: Approximately 4.2 

Taste Sweet citrus-berry flavor 

Osmolality; 3240mOsm/Kg 



1 Size 


NOC | 


| 473 raL (One Pint) 


0674-030446 




European distribi 




Nolte G 



49477 Ibbenbueren - Gen 
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PADDOCK COMPOUNDING 




liiSw. 



Ora-Plus® 

Oral Suspending Vehicle 



Ora-Plus is an oral suspending vehicle 
used to simplify the process involved in 
the extemporaneous compounding of 
oral suspensions, Medicated powder can 
be incorporated into Ora-Pius to form 
elegant, uniform, and physically stable 
suspensions. 



Look to Paddock for All of Your 
Compounding Needs 



Applications 

OrVfte will ritoln l& «u3M*ad3itg prapctt te> when dinted 

wrjotHtty makes it W«&! for. 

• IVdiatrfc suspensions 

• GerMrk suspensions 

• Nasoi»rk pn*furoti» 

How to Use 

Ora Hm tm be ttscd in ramnuMfaw:! with m iteiinft 

bni it h specially formulated to eoEojIbnciil 
Paddock* Ora^tvwk Om-Pias and 0ra»$ui*t san be 
combined In a nub in jftwhsce a ptea&m laslng 
eSegaitt sac^ettiimi. 

Properties 

Oni-Ptus is an p^uro^teed whkk* coitsfeiiftgef a 
i#npi$stfo bland oSms^Mh^ agento il&t tmm a tdgjh 
dtllrw of ^trjtdbl a£lh%, Tra* paispeitding aganl* ton a 
Miuclured, geMlla? matrix wffeti suspend paitMen ami 
alto* for Wile filing, Ora*l'tas b buffered to a $UgnOy 
ecWhr pli to http rcdutv c&gna&tian of medicinal a#snU 
ttough oxMattoa An luiti foam agenl b Incorporated bttu 
Ora-Hus (4j aiUm for vigorous skdantf with minimal fam 



Ingredients 

Purified mtet, utkrocryfctaltJne e#ub# # sodium 
CTta$7»ieM$ teetf uta, xmtlhan gum and (suragrcnan 
ItofTrrinjj A$nu>s Sodhxm phrctphate and cftrte arid 
Andfoandng Ajjcnu Siirtetlkkono 
IVtsenatK^j: Pdta&ftmi eortiate ainl im'U^tpanuVn 

Specifications 

Appears^ IVanitfuttmt, mWo'wnii*, thfacBiropte liquid 
with a pH of wrotfinaidy 42 

Tatfr: %jr bland lasA* (no ftregtet&ts or Oavw) 

Visrosil); Thixoirepie. Approximately 1 000 cps at 25*C via 
brookfkid vfcccEiseter 



Osmolality 2S0 mOan/kg 


Sfcre 


HOC 


( 4T3mL (One Pint) 





European distributor: 
Nolle GmbH 
45M77 Ibbenbuercn - Germany 



SMART ALTERNATIVES 



Labor a lorioa* Inc. 
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